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CENTRAL PAX QgNTER 

JUL k.7 A«d 



CONDIXrONA I PETITION rnp g ^ENSION op TIME 

If entry and consideration of the amendments above , 



. requires an extension of time 

Apphcante respectfully request that this be considered a petition therefor. The 
Commissioner is authorized to charge any fee(s) due in this , 
Account No. 14-1263. 



connection to Deposit 



ADDITION AT. FEE 

Please charge any insufficiency of fees, or credit 
No. 14-1263. 



any excess, to Deposit Account 



USSN 10/600,556 p 

A rnendment Under 37 CFR §1.114 00085090 



PAGE 5f9 • RCVD AT 7OT2006 12:07:13 PM [Eastern Daylight Time] * SVR:USPTO-€FXRF-3/6 - DN1S:2738300 * CSID: 2 128080844 * DURATION (mm-ss):04-16 



07/87/2006 11:04 



2128080844 



NORRIS MCLAUGHLIN 



PAGE 06/09 



©ENTBAL PAX ©INTSH 

JUL U.7 2U06 



REMARKS 



in 



Applicants respectfully request reconsideration and allowance of this application 
view of the amendments above and the fol lowing comments. 



New claims 13 and 1 4 are added, which are supported by Examples 1 and 2 
Applicants do not believe the new claims introduce new matte, An early notice to that 
ellect is earnestly solicited. 



Clam, 8 was rejected under 35 USC § 1 12, firs, paragraph, as claiming new 
matter. According ,„ the Examine, -[.Jhe ,erm Wrier is no, disclosed or suggested 
by ,he specif.ca.ion as originally Bled." in response, Applicams would direc, the 
Exammer-s anemion ,o me very fa, paragraph ot(he speciflcatio „ 
follows: 



"The present invention relates to pharmaceutical 
preparations, their production as well as their use in human 
and veterinary medicine for the treatment and prevention of 
local bacteria/ infections." 

[Emphasis added.] Clearly, the original specification contains verbis support for the 
ten. "bactenat ,» and claim 8 does not introduce new matter. 

Claims 6, 7, 1, and 12 were rejected under 35 USC § , ,2, second paragraph, as 

that da-ms 1 1 and ,2 depend on claims 6 and 7, respectively, and claims 6 and 7 both 
expressly state that the pharmaceutical preparation is produced by "fanni^ hardly water 
soluble antiphlogistic antibiotics salts." Applicants respe.tm.ly submit that the verb 
"formmg" is sufficient under U.S. patent law to state a method step. Accordingly 
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Applicants respectfully submit that claims 6, 7, 1 1 and 12 
second paragraph of § ] 12. 



are in compliance with the 



Claims and 6-8 were rejected under 35 USC § 102(b) as being anticipated by 
or m the alternative under 35 USC § 1 03(a) as being obvious over Bayens et al 
("Bayens"),/ of Controlled Release, 52: 215-2220(1998), Renard eta] ("Renard") / 
Fr. Ophtalmol, 19: 689-695 (1996) or Golub et al. ("Golub"), U.S. Patent No. 5 45 9 ' ,35 



In response, Applicants respectfully request that 
this rejection 



references 



to 



Regarding the issue of anticipation, Ap#J 
This rejection is improper only if the cited 
is now claimed. The Examiner does not point 
claimed salts. Accordingly, the Examiner must 
as such, the anticipation aspect of this rejection 
necessarily flows from the teachings of the cited 
1949, 1950-51 (Fed. Cir. 1999). Further, 
possibilities, and the mere fact that a property 
not sufficient; instead it must be shown that such 
described in the reference. Id. 



inherehcy 



may 



icants point out what should be plain: 

expressly or inherently teach what 
any express teachings of the presen tly 
be relying on a theory of inherency, and, 
is proper only if what is presently claimed 
prior art. In re Robertson, 49 USPQ2d 
is not established by probabilities or 
result from a given circumstances is 
property necessarily inheres in the thing 



on 



The Examiner appears to take the positi 
the final rejection that the presently claimed salts 
situ in the references. However, as explained on 
October 14, 2005 (hereinafter "the previous 
Taking Bayens, for example, if such salts had 
the same as those instantly claimed, would have 
instantly claimed, namely, low solubility in water 
Bayens, would have precipitated out of the solutic 
some mention in Bayens of a precipitate. The 
precipitate strongly indicates that such salts of 



fad 



low 
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in the paragraph bridging pages 2-3 of 
would have been expected to form in 
oages 7-10 of the amendment dated 

'X this is not necessarily the case, 
in Bayens in situ, such salts being 
exhibited the same properties as those 
Such salts, had they formed in 
n, and, thus, there would have been 
that Bayens does not mention a 
water solubility were not formed, and, 

00085090 
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therefore, .here was, j„ feet, no inheren. an.ieipa.ion of the sata ins.an.ly claimed. 

In .he second paragraph on page 8 of .he previous amendment. Applicants 
W I .ha, the lack of sat, formation in Bayens could readily he understood from the 
fat tha, Bayens used ve,y tow amoun,s of gentamicin su,pha,e and dexamohasone 
Phosphate. Such amounts are ,00 small ,0 .ead ,„ ohservable saj, fonuatioo. By „av of 
exp anation, Appheants directed the Examiner .0 compare the relatively ,arge amount of 
gentarorcn sulpna.e and dexamethasone phosphate concensus used in i„ s ,a„, 
Examples 1 and 2 (o bring about prccipilation. 

Respectfully, in answering this line of argumen,,,he Examincrwas required ,0 
pom. on, some flaw in it Rather thm doirlg this , „. Exia ^ ^ ^ 

»« formation was expected. RespecrfuHy, is not fc case Cc)IIec(ivc|j . ^ facB 

sugges, .ha, sal, formation is concentration dependen,, apd, due ,0 ,he poor wa,er 

solubitity of the satis, sal, formation is indicated by precipitation fonuation. Bayens use, 
ow e , ions of ^ fce ^ md no precipiaie . mM - . 

salts did not form in situ. 

Reviewing, on tine issue of anticipation, .here is no express .caching in Bayens of 

- *» sa « op.at.on, and Apphcants have provided a cogen. .eennica, explanation why 

- «. salt fo m a,i„„ was no, inherent. Similar defects exist in Renard and Oolab as 
expired on pages 8-,0 of ta previous amend.cn,. Appticams K „ y ceques, ,ha, 
the Exammer „o, repea,«,e anticipation aspec, of mis rejection. ,f fte mticipatlon ^ 

: repeated, then Applicant respectfuUy re,ue s , ,ha, ,he Examiner exp.ain where m any 
ofthe cited references mere is an express .caching of the instendy c ,aimed satis ,f Acre 
» no express teaching, then Applicants respecrtully req ues, ma, me Examiner explain in 
de.a,i whee in each reference an taheren, .caching of ,he presen, salK can be found and 
men also explain he, position in de,ail (1) why i, is ,ha, such salts mus, necessarily be 
fonned and (2) where is ,he error in Applicant position on pages 8-10 of ,he previous 
amendment why such salts were, in fact, no, formed. 
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On the ,ss„e of obviousness, whi,e inherency is a proper basis for anticipation 
tnherency is no, a proper basis for obviousness. A person having ortinaxv Ski „ in ,he'a« 
havtng no knowledge .ba. ,he respective components, wben combined, would form low ' 
solubtltty salts suitabl e for ^ in ttmi „ g bacteria , Wectfons> wouM ^ fcunj 

obvrous .o combine such component to prepare such sabs with a teaaonable expectation 
o success. The cited prior an contains no, the suggestion or the reasonabte expectation 
of success to do wha, Applicants have done. Consequent*, the cited references a„ fai, ,„ 
make out a prima facie case of obviousness. 

In short, Applicants believe that the Examiner would be fully justified to 
reconsider and withdraw this rejection. An early notice tha, this rejection baa been 
reconsidered and withdrawn is earnestly solicited 

Applicants believe that the foregoing constitutes a bona fide response to aH 
outstanding objections and rejections. 

Applicants also believe that this application is in condition fo, immediate 

™ """""J Sh ° Uld ^ iSSU£(!) ° f 2 roi "° r Examiner is 

so T, 10 te,ePh ° ne U " der5iBned " ,deph °" e P,2) 808-0700 

so that the tssuefs) might be promptly resolved. 

Early and favorable action is earnestly solicited 

Respectfully submitted^/ 
NORRIS MgC^GHI^^ p a 





urt G. Briscb>e 
Attorney for pplicant(s) 
Reg. No. 33,141 
875 Third Avenue - 18 th Floor 
New York, New York ] 0022 
Phone: (212)808-0700 
Fax: (212) 808-0844 
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